Food and Drug Administration, HHS

Subpart C—Records of a Hearing
Before a Board

§13.40 Administrative record of a

Board.

(@) The administrative record of a
hearing before a Board consists of the
following:

(1) AIll relevant FEDERAL REGISTER
notices.

(2) All written submissions under
§13.20.

(3) The transcripts of all hearings of
the Board.

(4) The initial decision of the Board.

(b) The record of the administrative
proceeding is closed—

(1) Relevant to receiving information
and data, at the time specified in
§13.30(i); and

(2) Relevant to pleadings, at the time
specified in §13.30(i) for filing a written
statement of position with proposed
findings and conclusions.

(c) The Board may, in its discretion,
reopen the record to receive further
evidence at any time before filing an
initial decision.

§13.45 Examination of administrative
record.

(a) The availability for public exam-
ination and copying of each document
which is a part of the administrative
record of the hearing is governed by
§10.20(j). Each document available for
public examination or copying is
placed on public display in the office of
the Division of Dockets Management
promptly upon receipt in that office.

(b) Lists of nominees and comments
submitted on them under §13.10(b)(3)
are not subject to disclosure unless
they become an issue in a court pro-
ceeding.

§13.50 Record for administrative deci-
sion.

The administrative record of the
hearing specified in §13.40(a) con-
stitutes the exclusive record for deci-
sion.
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PART 14—PUBLIC HEARING BEFORE
A PUBLIC ADVISORY COMMITTEE

Subpart A—General Provisions.

Sec.

14.1 Scope.

14.5 Purpose of proceedings before an advi-
sory committee.

14.7 Administrative remedies.

14.10 Applicability to Congress.

14.15 Committees working under a contract
with FDA.

Subpart B—Meeting Procedures

14.20 Notice of hearing before an advisory
committee.

14.22 Meetings of an advisory committee.

14.25 Portions of advisory committee meet-
ings.

14.27 Determination to close portions of ad-
visory committee meetings.

14.29 Conduct of a hearing before an advi-
sory committee.

14.30 Chairman of an advisory committee.

14.31 Consultation by an advisory com-
mittee with other persons.

14.33 Compilation of materials for members
of an advisory committee.

14.35 Written submissions to an advisory
committee.

14.39 Additional rules for a particular advi-
sory committee.

Subpart C—Establishment of Advisory
Committees

14.40 Establishment and renewal of advisory
committees.
14.55 Termination of advisory committees.

Subpart D—Records of Meetings and
Hearings Before Advisory Committees

14.60 Minutes and reports of advisory com-
mittee meetings.

14.61 Transcripts of advisory committee
meetings.

14.65 Public inquiries and requests for advi-
sory committee records.

14.70 Administrative record of a public
hearing before an advisory committee.
14.75 Examination of administrative record
and other advisory committee records.

Subpart E—Members of Advisory
Committees

14.80 Qualifications for members of standing
policy and technical advisory commit-
tees.

14.82 Nominations of voting members of
standing advisory committees.

14.84 Nominations and selection of non-
voting members of standing technical ad-
visory committees.
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